	Client Program
	

	Change Request Form
	



Section A – Proposal for Change 

Initiator to complete sections A, D and E prior to Implementation plan approval
	
Title of  Proposed Change
	     

	Change Request Number: 
	CR     

	Description:
	     


	Benefit:
	     


	Proposed Completion by:
	     
	Sign/date:
	     


Section B – Proposed Change and Implementation Plan Approval

Once this section is complete the Implementation Plan can commence
	
	Print Name(s)
	Sign/Date
	Approved

Yes / No
	Comments / Reason for non-approval

	Prepared & Submitted by:
	     
	
	
	

	Stakeholder(s) Review:
	     
	
	
	

	Plan Approved by:

Production Manager
	     
	
	
	

	Quality Review & Approval by:

Quality Nominee
	     
	
	
	


Section C – Review and Final Approval

	
	Print Name(s)
	Sign/Date
	Approved

Yes / No
	Comments / Reason for non-approval

	Plan Completed:

Initiator
	     
	
	
	

	Stakeholder(s) Review:
	     
	
	
	

	Close of Plan Approved by:

Production  Manager
	     
	
	
	

	Quality Review & Approval by:

Quality Nominee
	     
	
	
	


Section D –Use the following list to ensure that all impacts of the planned change have been considered / addressed
	Item
	Impact Y/N/NA

	1. Service Delivery: Will the change impact internal customers or external customers? Will affected customers need to be notified of this change?
	     

	2. Products & Inventory control: Will current, new (or interim) products need to be quarantined? Are new or modified labels required?
	     

	3.  Laboratories: Will the change affect current testing (i.e. test frequencies, QC sampling plans etc.) temporarily or permanently?
	     

	4.  Contracts and Agreements: Are existing contractual agreements affected by this change, or are new contractual agreements required? Is the supplier approved to supply to TMITP?
	     

	5.  Equipment / Material Control:  Will the change require new equipment / material or modifications to existing equipment or material? Are equipment / materiel specifications affected by the change? Have suppliers been notified? Is any new supplier approved?
	     

	6.  Buildings and facilities: Will the change impact upon the buildings and facilities? If the change involves renovations - what measures will be undertaken in regard to environmental, temperature and humidity control, painting, strong fumes, chemicals and glues, minimising or preventing the spread of dust, security and confidentiality, pest control and cleaning.
	     

	7.  Document Control: Will any controlled documentation be affected by the change? Are any documents to be made obsolete? New documents required? (Dossier, Specifications, SOPS, forms?)
	     

	8.  Training: What training and assessment is required for the new process? Will new assessment tools be required?
	     

	9.  Regulatory Requirements and Communications:  Consider TGA approvals and changes to the Dossier. Impact on current license conditions. Will the material / equipment need to be listed in the Dossier? Will the TGA need to approve this plan or any products produced? Has sufficient time been allowed for the required notifications, including any potential TGA audit?
	     

	10.  OHS: Are there any OHS issues to be considered in the project?  
	     

	11.  Information Systems: Are there any IS change issues including laboratory devices and computer peripherals, software or infrastructure, telecommunications, new sites or changes to location of staff and networked equipment?
	     

	12. Financial Impact: Will additional expenditure be required to facilitate this change? Ongoing costs?
	     

	12.  Validation:  Will the change require validation or re-validation of the process, material or equipment? I.e. Will product quality and / or reproducibility of the process be affected?
	     

	13.  Donor and Product Safety: Will the issue impact on product or recipient safety?
	     

	14.  General: Will the change interface with other processes?
	     


Document Impacts identified above

	Item
	Potential Operational and GMP Impact
	Activities to be Undertaken to address impacts

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     


Section E– Implementation Plan (To be completed by Initiator) 
	These sections need to be completed and approved before the 
Implementation of the plan begins

	Ref:
	Task Summary
	Responsibility
	Proposed Start Date
	Proposed Completion Date
	Actual

Completion Date
	Performed or Reviewed by:

Initial:           Date:
	Evidence Attached (Y/N)
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